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Election/Restrictions 

This application contains claims directed to the following patentably distinct 
species of the claimed invention: 

Species I, the embodiment of the apparatus for ablating tissue, including an array 
of electrodes shown in Figs. 1-5. 

Species II, the embodiment of the apparatus for ablating tissue, including jaw-like 
electrodes shown in Figs. 6-7. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, no claims are held to be generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1 .141 . If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 




Application/Control Number: 10/685,744 
Art Unit: 3739 



Page 3 



showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Through a telephone conversation with David Burse on October 7, 2005 and a 
subsequent voicemail message received on October 10, 2005, a provisional election 
was made without traverse to prosecute the invention of Species I shown in Figs. 1-5, 
claims 1-16. Affirmation of this election must be made by applicant in replying to this 
Office action. Claims 17-25 are withdrawn from further consideration by the examiner, 
37 CFR 1.142(b), as being drawn to a non-elected invention. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 



1 . 

2 . 

o. 

4. 



Determining the scope and contents of the prior art. 

Ascertaining the differences between the prior art and the claims at issue. 
Resolving the level of ordinary ski!! in the pertinent art. 

Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 




Application/Control Number: 10/685,744 
Art Unit: 3739 



Page 4 



Claims 1-4 and 6-15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Edwards et al (U.S. Pat. No. 6,071,280) in view of VanTassel et al. (U.S. Pat. No. 
6,241,710 B1). 

Regarding claim 1 , Edwards et al. disclose an apparatus for delivering electrical 
energy to tissue within a patient, comprising: 

a tubular member 12 comprising a proximal end 14, a distal end 16 having a size 
for insertion into a body of a patient, and a lumen extending from the distal end towards 
the proximal end (Fig. 2); and 

a needle 20 comprising a distal portion extending at least partially from the lumen 
and terminating in a tissue-piercing distal tip, the distal portion comprising an electrically 
conductive material, thereby providing an electrode through which electrolytic fluid may 
flow for delivering electrical energy to tissue surrounding the distal portion (col. 9, In. 64- 
66, col. 10, In. 12-16, and Figs. 13-15). 

The claim differs from Edwards et al. in calling for the distal portion of the needle 
tip to comprise a porous material. VanTassel et al., however, teach a needle 2, wherein 
the distal portion comprises porous sintered stainless steel to allow fluid to flow through 
pores in the walls of the needle shaft (col. 5, In. 21-29, col. 5, In. 41-45, and Fig. 1). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the distal portion of the needle of Edwards et al. from 
porous sintered stainless steel in view of the teaching of VanTassel et al. as an obvious 



aiiernate way of allowing fluid to flow through the walls of the needle shaft that is known 



in the art. 
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Regarding claim 2, Edwards et al. disclose the apparatus of claim 1 in view of 
VanTassel et al. Edwards et al. also disclose that the distal portion of the needle 
comprises stainless steel (col. 8, In. 29-30). The claim differs from Edwards et al. in 
calling for the distal portion to comprise specifically sintered stainless steel. VanTassel 
et al., however, teach a needle 2, wherein the distal portion comprises sintered stainless 
steel to allow fluid to flow through pores in the walls of the needle shaft (col. 5, In. 21-29, 
col. 5, In. 41-45, and Fig. 1). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have made the distal portion of the 
needle of Edwards et al. in view of VanTassel et al. from sintered stainless steel also in 
view of the teaching of VanTassel et al. as an obvious alternate way of allowing fluid to 
flow through the walls of the needle shaft that is known in the art. 

Regarding claim 3, Edwards et al. disclose the apparatus of claim 1 in view of 

VanTassel et al. In addition, Edwards et al. disclose a needle, wherein the needle 

\ 

comprises a needle lumen extending from a proximal end of the needle to the distal 
portion. Since electrolytic fluid is introduced to the ablation site through an initial 
connection to a fluid source at the proximal handle 10, the needle 20 must inherently 
comprise a needle lumen extending from a proximal end of the needle to the distal 
portion (col. 10, In. 12-16 and Figs. 1 and 14). 

Regarding claim 4, Edwards et al. disclose the apparatus of claims 1 and 3 in 
view of VanTassel et al. In addition, Edwards et al. disclose the apparatus further 
comprising a source of electrolytic fluid coupled to the needle lumen for delivering 
electrolytic fluid to the distal portion of the needle. Since electrolytic fluid is introduced to 
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the ablation site through needle 20, one of the tubes attached to the handle 10 in Fig. 1 
must inherently couple a source of electrolytic fluid to the needle lumen for delivering 
electrolytic fluid to the distal portion of the needle (col. 10, In. 12-16 and Figs. 1 and 14). 

Regarding claim 6, Edwards et al. disclose the apparatus of claim 1 in view of 
VanTassel et al. In addition, Edwards et al. disclose a needle 20, wherein the needle is 
movable relative to the tubular member 12 for at least one of retracting the distal portion 
into the tubular member and deploying the distal portion from the tubular member (col. 

6, In. 16-30, col. 9, In. 55-65, and Figs. 11-15). 

Regarding claim 7, Edwards et al. disclose the apparatus of claim 1 in view of 
VanTassel et al. In addition, Edwards et al. disclose a tubular member 12, wherein the 
tubular member comprises an electrically insulating sleeve 28 (col. 9, In. 7-9 and Fig. 

13. 

Regarding claim 8, Edwards et al. disclose the apparatus of claim 1 in view of 
VanTassel et al. In addition, Edwards et al. disclose a plurality of needles 20 extendable 
from the lumen beyond the distal end of the tubular member 12, each needle 
comprising a distal tip for penetrating tissue (Figs. 11-13). 

Regarding claim 9, Edwards et al. disclose the apparatus of claims 1 and 8 in 
view of VanTassel et al. Edwards et al. disclose that each of the plurality of needles 
comprises a distal portion comprising an electrically conductive and porous material in 
view of VanTassel et al. because if it is obvious to modify one needle, it is obvious to 
modify the plurality of needles. (See the preceding rejection of claim 1.) In addition, 
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Edwards et al. disclose an array of porous electrodes 20 through which electrolytic fluid 
may flow for delivering electrical energy to tissue adjacent the distal portions of the 
array of electrodes (col. 10, In. 12-16 and Figs. 13-15). 

Regarding claim 10, Edwards et al. disclose an apparatus for delivering electrical 
energy to tissue within a patient, comprising: 

a tubular member 12 comprising a proximal end 14, a distal end 16 having a size 
for insertion into a body of a patient, and a lumen extending from the-distal end towards 
the proximal end of the tubular member (Fig. 2); and 

an array of needles 20 extendable from the lumen beyond the distal end of the 
tubular member, each needle comprising a distal tip for penetrating tissue, at least one 
needle comprising a distal portion comprising an electrically conductive material, 
thereby providing a porous electrode through which electrolytic fluid may flow for 
delivering electrical energy to tissue adjacent the distal portion, (col. 9, In. 64-66, col. 

10, In. 12-16, and Figs. 11-15). 

The claim differs from Edwards et al. in calling for the distal portion of the needle 
tip to comprise a porous material. VanTassel et al., however, teach a needle 2, wherein 
the distal portion comprises porous sintered stainless steel to allow fluid to flow through 
pores in the walls of the needle shaft (col. 5, In. 21-29, col. 5, In. 41-45, and Fig. 1). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the distal portion of the needle of Edwards et al. from 
porous sintered stainless steel in view of the teaching of VanTassel et al. as an obvious 
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alternate way of allowing fluid to flow through the walls of the needle shaft that is known 
in the art. 

Regarding claim 11, Edwards et al. disclose the apparatus of claim 10 in view of 
VanTassel et al. In addition, Edwards et al. disclose needles 20, wherein the needles 
are movable from a retracted configuration within the lumen to an extended 
configuration wherein distal portions of the needles extend beyond the distal end of the 
tubular member 12 (col. 6, In. 16-30, col. 9, In. 55-65, and Figs. 11-15). 

Regarding claim 12, Edwards et al. disclose the apparatus of claims 10 and 1 1 in 
view of VanTassel et al. In addition, Edwards et al. disclose a plurality of needles 20, 
wherein the plurality of the needles have distal tips that extend different axial and radial 
distances from one another in the extended configuration (col. 7, In. 34-54). 

Regarding claim 13, Edwards et al. disclose the apparatus of claims 10 and 1 1 in 
view of VanTassel et al. In addition, Edwards et al. disclose that a distal portion of a 
plurality of the needles comprises an electrically conductive material defining an 
electrode (col. 6, In. 20-21 and Figs. 14-15). The distal portion comprises a porous 
material in view of VanTessel et al. (See the preceding rejection of claim 10.) 

Regarding claim 14, Edwards et al. disclose the apparatus of claim 10 in view of 
VanTassel et al. In addition, Edwards et al. disclose a source of conductive fluid 
connected to the infusion lumen of each needle comprising an infusion lumen. Since 
conductive fluid is introduced to the ablation site through needles 20, one of the tubes 
attached to the handle 10 in Fig. 1 must inherently connect a source of conductive fluid 
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to the infusion lumens of each needle comprising an infusion lumen (col. 10, In. 12-16 
and Figs. 1 and 14). 

Regarding claim 15, Edwards et al. disclose the apparatus of claims 10 and 14 in 
view of VanTassel et al. In addition, Edwards et al. disclose a hub proximal to the distal 
end of the tubular member, the hub comprising a port connected to the source of 
conductive fluid, the hub communicating with each infusion lumen for delivering 
conductive fluid from the source of conductive fluid to each porous electrode. Since 
there are two lines connected to the handle 10 shown in Fig. 1 , one must be connected 
to the RF generator, and the other must be connected to the source of conductive fluid. 
Therefore, since there is only one line that connects the source of conductive fluid to 
each of the electrodes, there inherently must be a hub as claimed to connect the source 
of conductive fluid to each infusion lumen for delivering conductive fluid to each porous 
electrode. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Edwards 
et al. (‘280) in view of VanTassel et al. (710) and further in view of Rangaswamy (U.S. 
Pat. No. 4,512,768). 

Regarding claim 5, Edwards et al. disclose the apparatus of claim 1, wherein the 
distal portion of the needle comprises a porous material in view of VanTassel et al. The 
claim differs from Edwards et al. in calling for the entire needle to comprise porous 
material. Rangaswamy, however, teaches a needle 42 with pores 44 around and along 
its entire length to provide for uniform fluid infusion along the entire length of the 
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inserted needle and not just at the end (col. 2, In. 65 - col. 3, In. 5 and Fig. 1). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the entire needle of Edwards et al. in view of 
VanTassel et al. from the porous sintered stainless steel of VanTassel et al. further in 
view of the teaching of Rangaswamy to provide for uniform infusion of the electrolytic 
fluid along the entire length of the inserted needle and not just at the end. 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Edwards 
et al. (‘280) in view of VanTassel (710) and further in view of Kirsch et al. (U.S. Pat. No. 
6,503,225 B1). 

Regarding claim 16, Edwards et al. disclose the apparatus of claims 10 and 14 in 
view of VanTassel et al. The claim differs from Edwards et al. in calling for a float valve 
connected to the source of conductive fluid for removing gases from conductive fluid 
being delivered from the source of conductive fluid to each porous electrode. Kirsch et 
al., however, teach a catheter medical device with a float valve 10 with hydrophobic 
membranes 50 connected at 28 to the source of conductive fluid (such as saline) for 
removing gases from the fluid being delivered from the source of the fluid to the internal 
site of treatment in order to prevent injury to the patient due to air embolism (col. 1 , In. 
24-37, col. 4, In. 9-14, col. 7, In. 1-9, and Figs. 1-6. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to have 
included in the apparatus of Edwards et al. in view of VanTassel et al. a float valve as in 
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claim 16, further in view of the teaching of Kirsch et al. to prevent injury to the patient 
due to air embolism during treatment. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 



applicant's disclosure: 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alex B. Toy whose telephone number is (571) 272-1953. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Linda C.M. Dvorak can be reached on (571) 272-4764. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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